Background: Breast cancer affects patients' lives. Many breast cancer patients have problems with coping and they need support from their families. Family involvement based on the FOCUS program is designed to support breast cancer survivors within their families. The aim of this study was to investigate the effect of family involvement based on the FOCUS program on coping in breast cancer patients undergoing chemotherapy in academic centers in Urmia in 2016. Methods: In this randomized controlled trial study, sixty breast cancer survivors were randomly assigned into intervention (N=30) and control (N=30) groups. The FOCUS program family-based intervention featured six sessions covering subject areas of family involvement, optimism, cancer coping, uncertainty reduction and symptom management. The instruments used were demographic and cancer coping questionnaires. Data were analyzed with SPSS 20 software. Result: The findings revealed a significant improvement in total cancer coping scores (t= -12/39, p<0.001), in all subscales including individual (t= -11/52, p<0.001), positive focus (t= -7/03, p<0.001), coping (t= -7/28, p<0.001), diversion (t= -11/76, p<0.001), planning (t=-4/91, p<0.001) and in interpersonal (t=-11/14, p<0.001). No significant changes were observed for the control group. Conclusion: The results showed that family involvement based on the FOCUS program increases the ability to cope in breast cancer survivors.
Introduction
The breast cancer illness trajectory poses several challenges for women: adjusting to the initial news of having breast cancer; planning and recovering from any surgical management of the disease; questioning the most appropriate course of adjuvant therapy; overcoming the side-effects of treatment; awaiting word of being disease free or having a recurrence; and preparing for death in the case of progressive disease (Hack and Degner, 2004; Tabrizi, 2015; Sadeghi et al., 2016) . Breast cancer patients need different coping skills to dealing with such psychological consequences. Coping strategies including but not limited to positive cognitive restructuring, wishful thinking, emotional expression, disease acceptance, increased religious practice, yoga, exercise and family and social support (Aldwin, 2007; Al-Azri et al., 2009; Tabrizi et al., 2016; Tabrizi et al., 2017) . Support from significant others important for women in coping with the disease is the supportive role of a spouse and relatives. Women believed their family's support is one of the important elements in their coping better with the disease and mentioned (Taleghani et al., 2006; Arora et al., 2007) . If the family support is enough, it makes it easy to cope with the disease, but if not, it has a negative effect on coping (Henderson, 2003) . Support from other family members may play a particularly salient role in coping with illness (Walker et al., 2006) . Family-based interventions for patients with cancer have the potential to reduce marital and psychological distress and to promote their coping strategies (McMillan et al., 2006; Northouse et al., 2007; Northouse et al., 2010) . Family-intervention programs based on FOCUS are designed to support patients and also their families and as well as to engage them.Studies show that patients are receiving FOCUS progmram, will have more positive results in coping and improvmet in their quality of life (8-10). FOCUS program contains the following steps:
F: Family involvement effectiveness, Family involvment is known as the most important factor in post-traumatic growth or post-traumatic stress by scientists. Family involvment encourages the couple to communicate with the patient and support her and work the problem in a group (Northouse et al., 2007; Northouse et al., 2010; Northouse et al., 2012) .
O: Optimistic attitude, optimism and hope toward pleasant events in life can reduce depression, anxiety and mental and psychological disorders. Optimistic attitude will help the family by keeping hope and focusing on achieving short-term goals. (Northouse et al., 2007; Northouse et al., 2010; Northouse et al., 2012) C: Coping effectiveness, the coping process emphasizes the techniques that reduce stress and effective adaptation strategies and healthy lifestyle behaviors. These strategies contain plans that were created in new conditions and will guide the patient to use appropriate solutions (Northouse et al., 2007; Northouse et al., 2010; Northouse et al., 2012) .
U: Uncertainty reduction, The patients have a negative attitude and uncertainty toward the disease .Uncertainty reduction on diagnosis, treatment process or disease can affect the survival and health of the patient Considerations on uncertainty reduction provide some information about how to get information and live without doubt (Northouse et al., 2007; Northouse et al., 2010; Northouse et al., 2012) . S: symptoms management includes self-care strategies to control symptoms and experiences. These patients need help to cope with their disease and supply their disturbed needs in order to return to normal life (Akin et al., 2008) .
In Iran, several studies have been done on the field of coping strategies in the breast cancer patients (Karimoi et al., 2006; Taleghani et al., 2006; Rohani et al., 2015) . But it seems that what patients suffer more is how to adapt these coping methods with breast cancer and lack of knowledge about the effect of family support on coping process. So, further studies need be done on this field. Therefore, this study was designed to determine the effect of family intervention based on FOCUS program on coping with cancer in breast cancer patients undergoing chemotherapy in medical-educational centers of Urmia in 2016.
Materials and Methods

Description of the Randomization Conditions
The double-blind randomized clinical trial (Registration ID in IRCT; IRCT2016052820778N16) was conducted (master's degree thesis of midwifery student) in Urmia, in North West of Iran. Eligible subjects were: aged 20 to 60, understanding the Persian language, having breast cancer and chemotherapy in Stage 1, 2 and 3 and having no other cancer and have mastectomy. Women with general health disorders (screened by General Health Questionnaire).
Breast cancer patients who consented to participate were randomly assigned into 2 groups by using odd and even numbers.
Sample size was calculated based on the results of a study conducted by Behzadipour et al was estimated that 26 subjects were needed in each group and 20 percent attrition was added to the sample (n=30) (Behzadipour, 2013) .
As illustrated in the CONSORT flowchart ( Figure 1 ) 120 breast cancer patients and their families were invented for the study, 60participants were excluded because of not meeting inclusion criteria (n=39), declining to participate (n=13) and other reasons (n=7). Finally, 60 participants were included in the study and randomized, 30 allocated to the intervention and 30 to the control group. Finally there were 3 lost cases in the intervention group and 2 lost in the control group.
Measures Demographic characteristic
A brief questionnaire was completed to obtain demographic information, such as age, type of surgery, stage of disease, marital status, education level, economic status and living with whom was designed by the researcher.
General Health Questionnaire (GHQ 28)
General Health Questionnaire (GHQ 28) was used to screen the subjects' mental health. The GHQ28 consists of four subscales including somatic symptoms (items 1-7), anxiety/insomnia (items 8-14), social dysfunction (items 15-21) and severe depression (items 22-28). All items are responded on a 4-pointLikert scale of none, mild, moderate, and severe which are scored from zero to three. The score 23 or above was the cut-off point for probability of having a mental health disorder (Goldberg, 1992) . Accordingly, women who obtained scores >23 were excluded from the study. The Persian version of GHQ 28 questionnaire was validated by Yaghoubi, as cited in Ozgoli et al., (2009) and its sensitivity and specificity were calculated to be 86.5 and 82, respectively.
The Cancer Coping Questionnaire
This questionnaire consists of 21 items rated on a 4-point scale ranging from one (not at all) to four (very often). It is divided into two sections: Total Individual Scale (Items 1-14), which includes coping (Items 2, 6, 7, 11, 12), positive Focus (Items 1, 9, 14), diversion (Items 3, 4, 8) and planning (Items 5, 10, 13); and Interpersonal Scale (Items 15-21). (Moorey et al., 2003) . In the study of Atef-vahid in Iranian cancer patients, the Chronbach's alpha coefficient was 0.92. (Atef-Vahid et al., 2011) This questionnaire was delivered to 10 experts in the field of cancer to evaluate content validity. The content validity ratio (CVR) was 37/75 and content validity index (CVI) was 82/32 which are acceptable.
Ethical Considerations
The research protocol was approved by the institutional review board and the ethics committee of the Urmia University of Medical Sciences (Ir.umsu.rec.1395.109). Participants were provided with detailed information about the study and were assured that confidentiality would be maintained at all times. Written consent was obtained prior to data collection.
Intervention
The intervention includes individual and group consultation for family, in 6 sessions with 5-6 patients and one active family member. Every session lasted 1.5-2 hours in each week. Through the sessions, first, the researcher discussed every simple item in FOCUS and explained all items. Every patient received a notebook to record their thoughts, feelings and all experiences toward the coping strategies. Also, they were encouraged to keep records of the assignments that were supposed to be done at home. In last 20 minutes, the researcher provided a cancer in intervention group is 47/03±7/73 and in control group 46/16±7/59(t=0/45 and p-value=0/65).
Regarding the effects of intervention our findings revealed a significant promotion in total cancer coping scores (t=-12/39, p<0.001) and in it's all subscales including individual (t=-11/52, p<0.001), positive focus (t=-7/03, p<0.001), coping(t=-7/28, p<0.001), diversion (t=-11/76, p<0.001), planning (t=-4/91, p<0.001) and in interpersonal subscale (t=-11/14, p<0.001). But there was no significant difference in control group (Table 2 ).
summary about the discussed issues. It should be noted that, due to ethical reasons, after intervention, there were two more sessions for people in control groups.
Analytical statistics were used to analyze the data and in order to analyze hypothesis, t test was applied. Data was analyzed by SPSS 20 software.
Results
The results showed that demographic and clinical characteristics characters of the women with breast cancer in both groups of intervention and control were similar (p>0.05) ( 
Discussion
The current resaerch was designrd and conducted on family involvement effect based on FOCUS program on coping with breast cancer in women who were under chemotherapy in medical-educational centers in Urmia in 2016. The results on coping with cancer and individual and interpersonal dimensions of the qustionnaire, indicated significant promotion in intervention group compared to the control group. In the other word the present study highlited the family members role in facilitating cancer coping process. Regarding coping subscale the result of our study mentioned that perciving family members support is essential to cope with cancer.
Indead the present study demonstrated the crucial role of family involvement in coping with breast cancer. Other studies confirm the results of the present study about the crucial role of family members as an influential factor to facilitate the coping process in these women (Taleghani et al., 2006; Alcalar et al., 2012) . In this line the results of other study conducted by Manne et al., (2014) showed a significant relation between lack of husband's support and low degree of adaptation with cancer. Other studies pointed out the more the family support, the more recovery probability and adaption (Arora et al., 2007; Shoaa kazemi, 2014) .
Also Taleghani et al., (2006) in their study revealed that, patients and their family members require family support to cope with cancer. Further, Alcalar et al., (2012) showed that in breast cancer patients there is a significant association among depression level, disappointment, One of the individual scales of the questionnaire is "positive focus", which emphasizing positive making plans for the future life, the skills of concentration on positive aspects of life, positive thought, thinking about advantages of life base on the items described in this section of the questionnaire. In this view there was a significant improvement in the intervention group compared to control group who received only routine care. In agreement with the present study David et al., (2006) demonstrated that the degree of optimism and pessimism is directly related to anxiety during surgery in patients with breast cancer. Positive thinking and optimism are associated with high expectations of success and increase motivation. Besides, optimist people show affective coping behavior and higher social communications, higher flexibility, psycho-somatic wellbeing in comparison to pessimist people. Optimist thinking lead to increase in person's ability to overcome obstacles and create other choices to obtain the goals (Scheier et al., 1994; Shaheen et al., 2014) . Women with breast cancer experience less positive excitements and are reluctant toward happiness, they rarely present their positive feelings. Based on a relationship between emotions and affection with immune system of the body function, the immune system of these people acts weakly so makes them more vulnerable to disease (Hodges and Winstanley, 2012) . Friedman et al ., (2006) illustrated that encouraging positive expectations and facilitating social support help the women with breast cancer to overcome stressful process of the diagnosis and have a better treatment period.
Thought diversion is an adaptation strategy that causes to better adapting of people with life changes. In this respect, the families have declared that they have avoided talking about their cancer. The researchers have tried to convince patients into doing new and amusing activities in order not to think about their disease. In concurrence to our study Devries et al., (2014) pictured that women with cancer use excitement based strategies to overcome the fear of recurring their cancer. In various studies thought diversion is emphasized.' Thought diversion' is to think about anything but the present problem (Czerw et al., 2016; Sadruddin et al., 2017) .
Planning for the future based on the questionnaire's items includes planning about the most priority life issues, enjoying leisure time and planning to do the rest of the chores, the results showed that there is significant difference after intervention in intervention group in comparison to control group; in other words, family involvement could empower the women to make plans for the future. Patients with cancer are losing their hope about future and it seems that challenging nature of the disease leads to an ambiguity situation about future. Hope allows human beings to overcome stressful situations and enable him to make a steady effort to achieve his goal (Folkman, 2010) . Zhang et al., (2010) displayed that there is a significant relationship between the degree of coping and hope in patients with breast cancer. Demiling et al., (2006) showed that the least common types of coping mechanisms used by people with cancer are acceptance and planning, and the highest rates are denial and escape. That rejection is correlated with greater anxiety, depression and cancerrelated concerns, which leads to the inability of a person to plan for the future.
On the interpersonal dimension, based on the items in the questionnaire, including asking for help from the spouse and relatives, talking with the spouse about the negative effects of the illness, discussing with husband about the disease, considering the disease as a family problem, talking to husband and relatives about better managing of the chores in order to reduce stress, the study results indicate a significant increase in this dimension in the intervention group after intervention compared to control group. In this area, we tried to create some information about tangible and instrumental support of family, emotional support and personal information support by family for the patients. In accordance with the present study, Deckham et al., (2015) conducted a study, applying FOCUS intervention program on patients with breast cancer and their nurses at home. The results showed physical and emotional improvement in life quality of the patients. Another research carried out by Northouse et al., (2010) showed that family support leads to improvement in life quality in cancer patients.
The current study's results show that family support of breast cancer patients can be a positive factor in order to recover and increase patient's ability to cope with current condition. The results showed that these skills and abilities can be taught and with enough time and effort, they can be added to coping process framework of the patient. Based on the effect of various factors on patient's ability in coping with cancer, such as her friends and the relation of patient with them, designing similar involvements are recommended.
In conclusion, the results of our study depicted that family members involvement in order to create support for women with breast cancer play an instructive and illuminating role for enabling women to apply for positive strategies in order to obtain promotion in cancer coping. The results showed that these skills and abilities can be taught with spending time and being patient encounter with persons with cancer and even they can be included to coping process framework of the patients. Based on the effective and practical roles of family members in regard to obtain the sufficient cancer coping in patients, designing and including these critical programs in cancer care services are recommended.
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